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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claim 64 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 64, lines 2-3, the limitation, "one fastener for mounting the lining to at 
least one of the stabilizing post of the tibial component and the inner surface of the 
■ femoral component at least partially defining," renders the claim vague and indefinite 
since it is unclear whether the fastener is for mounting to the intercondylar channel or 
just an inner surface of the femoral component. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 351(a) shall have the effects 
for purposes of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-14, 17, 20, 41-54, 57 and 60 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Ferguson (US 6,592,622). 

Ferguson discloses a band assembly or "prosthetic stabilizing device" 14 
including a resorbable lining that is capable of being mounted to at least one of a tibial 
component 10 so that the lining is between the tibial component and a femoral 
component and approximate a prosthetic intercondylar channel (Figs. 1-4 and col. 5, 
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lines 1-59). Note that Ferguson discloses that the prosthesis assembly of his invention 
can be used with an implanted femoral component which would have an intercondylar 
channel to interact with bearing insert 32 (col. 9, lines 65-67 and col. 10, lines 1-2). 

Claim 105 is rejected under 35 U.S.C. 102(b) as being anticipated by 
Engelbrecht et al. (US 4,790,853). 

Engelbrecht et al. disclose a knee-joint prosthesis including a tibial component, a 
femoral component and a lining 40 positioned between the tibial and the femoral 
components (Figs. 1 and 2, col. 4, lines 36-56 and col. 6, lines 23-31). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 15, 16, 18, 19, 21, 22, 33-40, 55, 56, 58, 59, 61 and 62 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Ferguson (US 6,592,622) in view of 
Scarborough (US 6,616,698). 

Ferguson discloses all elements of the claimed invention except for an antibiotic 
agent such as gentamicin, a clotting factor and osteogenic materials such as stem cells 
and transforming growth factor. 

It is very well known to use gentamicin as an antibiotic and osteogenic materials 
such as stem cells and transforming growth factor in implants as evidenced by 
Scarborough (col. 6, lines 17-55). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have used an antibiotic such as gentamicin and 
osteogenic materials such as stem cells and transforming growth factor in the Ferguson 
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implant, since it was well known to use these materials for their intended purpose, 
namely, promoting bone growth and prevention of infection. 

Claims 23-25 and 27-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ferguson (US 6,592,622). 

Ferguson discloses a first lining 36 constructed of a resorbable material and a 
second lining 34 constructed of an inert material. Ferguson also discloses that 
fasteners or sutures 38 can be used to bind the two linings together (col. 5, lines 1-44 
and lines 60-67 and col. 6, lines 1-4). 

Ferguson discloses all elements of the claimed invention except for band 34 
being constructed of an inert material that is biologic in origin. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
have constructed band 34 of an inert material that is biologic in origin, for e.g. collagen 
or ECM, since it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. 

Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ferguson (US 6,592,622) in view of Yencho et al. (US 6,461,320). 

Ferguson discloses all elements of the claimed invention except for a fastener 
such as a clip. 

Yencho teaches the equivalence of sutures and clips for the purpose of 
connecting two members (col. 4, lines 27-29). 

It would have been obvious to one of ordinary skill in the art to substitute a clip 
as, for example, taught by the Yencho reference for the suture of the Ferguson device 
wherein so doing would amount to mere substitution of one functionally equivalent 
fastener for another within the same art and the selection of any of these fasteners 
would work equally well in the claimed device. 
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Claims 63 and 65-76 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Helfet (RE 29,757) in view of Valentini (US 5,759,205). 

Helfet discloses a knee joint prosthesis including a femoral component 16, a tibial 
component 17 and a lining mounted to a stabilizing post of the tibial component wherein 
the lining is made of a synthetic resin plastic material (Fig. 7, col. 3, lines 6-68 and col. 
4, lines 1-30). 

Helfet discloses all elements of the claimed invention except for the lining being . 
made of a biologic material. 

Valentini teaches natural and synthetic materials that are biocompatible and/or 
biodegradable (col. 6, lines 55-67 and col. 7, lines 1-31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have substituted the synthetic resin material of Helfet with a 
biologic material, since it has been held to be within the general skill of a worker in the 
art to select a known material on the basis of its suitability for the intended use, herein 
biocompatibility, as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Response to Arguments 

Applicant's arguments submitted under "REMARKS" in the response filed on 
October 9, 2006 have been fully considered but are not persuasive for the following 
reasons. 

Applicants' arguments with respect to the rejections of claims 1 -3, 5-1 5, 1 7, 20, 
23-25, 27-28, 29-34, 38, 41, 45-54, 57-58 and 60 under 35 USC 102(b) are moot in 
view of the new grounds of rejection. 

Regarding the rejection of claims 63 and 65-76, as being obvious over Helfet (RE 
29,757) in view of Valentini, it is noted that one cannot show nonobviousness by 
attacking references individually where the rejections are based on combinations of 
references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re Merck & 
Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). Helfet clearly shows a lining 
mounted to at least the stabilizing post of the a tibial component (Fig. 7). Further, 
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Valentini teaches the use of natural (biologic) and synthetic materials or combinations . 
thereof that are biocompatible and/or biodegradable. The Examiner is relying on this 
teaching to demonstrate that one of ordinary skill in the art would consider substituting 
the synthetic resin liner of Helfet with a biologic biocompatible material, not 
biodegradable biocompatible material per Applicants' arguments. Applicants state that 
a biologic material may not be a biologically reabsorbable material (para [0036]). 

Regarding the rejection of claim 105 as being anticipated by Engelbrecht et al., 
the Examiner notes that repositioning of the lining does not hinder the functionality of 
the femoral component and the tibial component. 

Allowable Subject Matter 

The allowability of claims 42-44 is being withdrawn in view of the new rejections 
made in this office action. 

Claim 64 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (571) 272- 
4718. The examiner can normally be reached Monday through Friday between 8:00 am 
to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached at (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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